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REMARKS 

Th is application has been amended in a manner that is 

• a to Place it £or allowance at the time of the next 
believed to place 

Official Action. 

Claims SO. 95, 99, ana 100 ate amended, elates 101-12, 

clai m 74 and 79 ate canceled. Claims 7S-78 and 80-127 
are new. Claim /<* 

remain pending in the present application. 

. , _. nd n ew claims may be found 
Support for the amended and new 

. f . aKon particularly in examples 
generally throughout the specification, P 

t o Unes 10-17 and page 45, lines 23-27. 
7 and 9, page 38, lmes xu 

. , 79 under 35 USC §112 

The Official Action re 3 ected claim 79 un 

n -~ ruim 79 is canceled, 
for depending from a canceled claim. Claim 

_ , ^ 1;> ^ m o 74-77, 80-87, 89, 
The Official Action rejected claims 

* ^ TTSC §102 (b) as allegedly being anticipated 
90 and 95-100 under 35 USC §1U^ ID) 

t * 734 Applicants respectfully traverse the 

by HUTCHINSON 5,366,7 34. app-l 

rejection. 

„ UTC „ IN SO H discloses a composition for plants 
comprising up to and including 50* of an active ingredient . 

The independent claims SO. 95. 99. and 100 tecite a 

.olid delayed release formulation in which the 
solid or semisolid aeiaycu 

. A c n a . n d less than or equal 
guantity of active principle is above 50% 



to 80%. 
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As HUTCHINSON fails to disclose any quantity of active 

* e 50% of the composition, HUTCHINSON does not 
ingredient above 50% or 

anticipate the presently claimed invention. 

Th erefore, applicants respectfully revest that the 

anticipation rejection be withdrawn. 

j Q c mn were rejected under 35 USC 
Claims 74-90 and 95-100 were r j 

, OIlt ., ble over HUTCHINSON in view 
§103 (a) as allegedly being unpatentable over 

i v traverse the rejection. 
of RAMCHANDANI . Applicants respectfully 

HUTCHINSON discloses a composition for implants 

• ina up to and including 50% of an active ingredient, 
comprising up to 011 

. _ mian titv of active 
^ ■ i Hi ariose or suggest a quantity 

HUTCHINSON fails to disclose 

and less or equal to 80% as recited in the 
principle above 50% and less 

i 80 95 99 and 100 of the claimed invention, 

independent claims 80, 9b, w 

The Official Action offers RAMCHANDANI for caching 
mo „ophasic drug loading levels of greater than or egual to 35*. 
Th e Official Action condones that it would nave been obvious to 
corporate « loading levels of greater than or ec^al to 35% 
into HUTCHINSON ' s composition because it would allow .ore control 
o£ variables to create a continuous release of active ingredients 

at a higher dosage. 

However, contrary to the assertion .nade in the Official 

Action. RAMCHANDANI fails to disclose or suggest drug loading 

, r-.r-orhiction of microcapsules 
above 50%. RAMCHANDANI describes the production 

■ -no 10% 20% 35% and 50% w/w drug loading" (page 169, 
"containing 10%, zu^, o~>^> 

«mh right-hand column) . Implants made therefrom are 
first paragraph, rignt ncxi^ 
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the microcapsules 

als o disclosed with the same drug loadrng 

, fi M m 169). RAMCHMTOAHI 
use d for their preparation (Section 2.6, page 

, d,s that the release o£ ciprofloxacin HC1 fro., the 
then concludes tnat 

h . hasic at <20% w/w drug loading and the release 
implants was Diphasic at 

i /u™ levels >35% w/w. 'Thus, at best, 
was monophasic at drug loading levels 

t,. >35% w/w corresponds to 35A_and_50% drug 
RAMCHANDANI suggests ^3 5% w/w 

loading . 

«f the cited publications disclose 
Therefore, none of the ciceu 

, o( . r ; rt -i v ) 50% and less or 
implants having a drug loading above (strictly) 

equal to 80%. 

Moreover, there i. no motivation in either document to 
g o bey ond the threshold of 60% , where the drug is the ma.or 
component. vsuallv the drug is the minor component dispersed 

• 41 upre to combine 

inside the poller matrix. Thus, even rf one 

„ UT C„ IN S0 N and UTCflUflMI. at hest the cognation teaches 35- 
50% drug loadings . 

„ rte fact that the proposed combination 
Notwithstanding the tacu. tn* 

. v, Q claimed invention is 
d oes not teach the claimed invention, the claimed 

~ t-Vie unexpected results of the 
nevertheless non-obvious because of the unexp 

more than 50% active principle. 

It cannot be derived from the publications that a solid 

_ or otein molecule is the main 

formulation wherein the peptidic or protein 

component, forms the matrix and leads to the specific release 
pro£ile a s disclosed hv the present invention. The puhlications 
oo not suggest that a formulation having more than SO* peptidic 
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or proteic active principle would have those different properties 
versus formations having less than 50% of peptidio or proteic 
active principle, as it co.es from the examples of the present 
application (e.g. examples 4 and 10,. The claimed solution leads 
to different liberation patterns that were not expectable. 

It must be emphasized that the formulation with high 
content of active principle (those presently claimed) were 
specifically designed for peptidic or proteic molecules. (Please 
r efer to page 40, lines 18-19. which specifically refer to 
implants having more than 50% drug loading, . This embodiment is 
said to be very advantageous for fragile molecules such as 

proteins and peptides. 

As the proposed combination fails to teach the 

on OR QQ and 100, and the 
composition of independent claims 80, 95, 99, 

•«--™ >^ s unexpected results, the proposed 
claimed composition has unexpecte 

combination of HUTCHINSON and RAMCHANDANI does not render obvious 
claims 80, 95, 99, and 100. Claims 75-78, 81-94, 96-98 and 101- 
127 are dependent claims and are also non-obvious. 

Therefore, applicants respectfully request that the 

obviousness rejection be withdrawn. 

Applicants believe that the application is in condition 
for allowance at the time of the next Official Action. Allowance 
and passage to issue on that basis is respectfully requested. 
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• . nnor is hereby authorized in this, 
The Commissioner is nej-wy 

i ^ i-n charge payment or credit any 
concurrent, and future replies, to charge p yi 

4- tvt^ 9^-0120 for any additional 
overpayment to Deposit Account No. 25 

„ r F R § 1.16 or under 37 C.F.R. § 1 • 17 • 
fees required under 37 C.F.R. s 

Respectfully submitted. 



YOUNG & THOMPSON 




Robert Maasen, Reg. No. 58,543 
7 45 South 23 rd Street 
Arlington, VA 22202 
Telephone (703) 521-2297 
Telefax (703) 685-0573 

(703) 979-4709 



RAM/mjr 



18 



